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Where to Draw the Line 


By ALBERT H. HOLLAND, JR., M. D. 








Moral Considerations, Good Business and the Law All De- 
mand Adequate Drug Labeling, According to This Paper, 
Prepared for a Scientific Session of The Proprietary 
Association Held in New York City on December 9, 1955 


R. CHAIRMAN, Dr. Cullen, Members and Guests of the Sci- 
entific Session of The Proprietary Association : 


[ am delighted to have the opportunity to meet with you here 
today. It is particularly opportune since, in my opinion, the proprie 
tary industry is faced with several current problems which I believe 
warrant careful analysis and some plain talk. Plain talk is not, how- 
ever, synonymous with dogma or preconceived ideas. It does call for 
all of us to fairly and squarely face the issues and critically examine 
them. The title of my talk today was carefully chosen to provide the 
latitude for these discussions, but not the final answers to the 
problems. 

You are all familiar with the medical advisory panel which we 
convened on February 14, 1955, to consider the problem of accidental 
ingestion of salicylate preparations. I believe also that the recent 
publication in the Federal Register on October 15, 1955, is known to 
most of you. In that statement of policy interpretation, the subject of 
warnings is dealt with by providing alternate sample patterns for 
the manufacturer’s guidance in devising adequate labeling. This in 
itself is recognition of the fact that it is the manufacturer’s respon- 
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As Medical Director of the Food and Drug Ad- 
ministration, Dr. Holland Is Responsible for 
Advising the Administration on All Medical 
Questions Which Are Involved in Enforcement 
of the Federal Food, Drug, and Cosmetic Act 








sibility to the public and to the law to see that his product is labeled 


properly. 

Now let’s look specifically at these two warning statements, and 
let me give you some of the background of our own thinking about 
them. The medical advisory panel recommended that all salicylate 
preparations carry the statement: “Warning: Keep out of the reach 
of children.” That is very specific and was designed in their judgment 
as one step necessary to meet the problem at hand, that is, to take 
all reasonable measures to reduce needless deaths from these products, 
due primarily to those sisters of evil—ignorance and carelessness. Ke- 
gardless of personal differences of opinion as to how the goal can best 
be accomplished, I feel confident that there are none here in this room 
who would deny the importunity and the common sense of achieving 
it. With full reliance on this latter concept, we in the Food and Drug 
Administration undertook to explore the validity of an alternate label . 
pattern suggested by Dr. Fred J. Cullen, executive vice president of 
this association, His suggestion was wording as follows: “Warning: 
Keep all medicines, drugs and household chemicals out of the reach 
of children.” The question was: Did this dilute the impact and import 
of the medical advisory panel warning to the point of ineffectiveness? 
Careful analysis indicated this was not the case. If those evil sisters, 
those sirens of death—ignorance and carelessness—were in fact basic- 
ally the cause of this situation, then the broader the warning the 
greater the educational impact. Further, I believe that there is no 
manufacturer I know who is not genuinely concerned with the welfare 
of those who use his product. Both moral considerations and good 
business, not to mention the law, demand it. It also seemed likely 
that an alternate statement such as was finally adopted (“Warning: 





WHERE TO DRAW LINE PAGE 5 


Keep this and all medicine out of the reach of children”) might be 
accepted by all well-meaning manufacturers as a general educational 
measure for all over-the-counter medications. If and when this is 
done, and I hope to see the day, then we can all take pride in our joint 
efforts to meet a public problem with responsibility and success. 


Stop and think for a moment—if the large majority of drug labels 
in this country carried the statement, “Keep this and all medicine out 
of the reach of children,” what a tremendous educational force it 
would constitute. On the contrary, it hardly seems thinkable that 
any of us could really entertain the view that keeping medicine out 
of the reach of children is not a good thing to do. I personally have 
no patience for the argument that a warning on salicylates constitutes 
discrimination. Every label warning, regardless of the type of drug, 
is discriminatory, be it prescription or nonprescription drug. The 
Durham-Humphrey Amendment establishing these two broad cate- 
gories of drugs is itself discriminatory. Let us not delude ourselves. 
Discrimination is inherent in every phase of the drug business and 
always will be. The very business success of your respective firms is 
in large measure dependent upon ihe discrimination exercised by the 
wholesaler, the retailer, the physician and the patient-consumer. If 
unfair discrimination still is the hue and cry of some, let me suggest 
that were the majority to adopt the general warning statement in the 
interest of educating the public, such discrimination as you now con- 
ceive of would largely vanish. I fully believe that the statement, 
“Warning: Keep this and all medicine out of the reach of children,” 


quite universally adopted would do more good and be more acceptable 


than a succession of similar statements to be applied to selected 
products based either on facts or what appears to be the trend of the 


times. 


More recently, we in the Division of Medicine have been faced 
with another type of problem—indeed, a dilemma, It is in part rem- 
iniscent of the now-debunked antihistamine boom and the chlorophyll 
fiasco. You have guessed, I’m sure, that I’m referring to the bioflavo- 
noids and their proposed use in the treatment of upper respiratory in- 
fections, notably the common cold. Let me go back to earlier days. 
Hesperidin and Hesperidinmethy] chalcone were the subject of new- 
drug applications several years ago. Both were prescription items 
and were thought to play a role in maintaining the integrity of capil- 
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lary endothelium. Rutin was also available for essentially the same 
purpose, It might be of interest to note that, with the exception of the 
very early papers, I have been unable to find many clinicians or inyesti- 
gators who believe they have seen any beneficial therapeutic effects in 
patients using any of these three drugs to date. Then came CVP 
which, in light of present knowledge, should still be labeled as a dietary 
supplement, the need for which has not been established. Now we 
have a whole new series of preparations, many of which have not even 
been satisfactorily chemically characterized. Reproducibility from 
lot to lot is at times a moot question. Yet there are some who, on 
what we consider the flimsiest kind of study and evidence, are proceed- 
ing to market these substances for use for the common cold. Let me 
make it abundantly clear that I am not stating that the bioflavonoids 
as a group, or that some particular one, may not have legitimate and 
useful therapeutic application. What I am saying is that if such 
factual evidence exists it has not been submitted to, the Food and 


Drug Administration in support of any new-drug application to date. 
Yet this absence of factual data does not serve to deter those who 
apparently are less concerned with the integrity of their products and 


the validity of their advertising than they are with another colossal 
sales campaign. 


Good Products and Good Business 

[ personally am as much concerned with the value of a dollar as 
anyone here in this room—probably because right now I get less of 
them. I also am personally sympathetic to selling and advertising. 
I do not and cannot believe, however, that the really successful com- 
panies and the acknowledged leaders in this drug business have 
attained their success with anything but good products honestly pro 
moted. Certainly, all the evidence is in this direction. 

I no longer believe—as I admit I formerly did—that the real cul- 
prit is the sales manager behind whose awesome ways and rugged 
individualism all can gleefully take refuge. Granted, his ability and 
his effectiveness as sales manager are, in the final analysis, judged by 
the score sheet—and so it must be. In the final analysis, the respon- 
sibility for good products rests solely with management and with man- 
agement’s research team. They are the ones who provide the products 
that the sales manager must sell. They are the ones who, in large 
measure, can take the credit for good products and who, conversely, 
must bear the full responsibility for marketing products of question- 
able merit. Where to draw the line is not a bureaucratic abstraction— 
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it is a realistic, practical question wholly worthy of the businessman's 
reflection and attention. There is, I believe, no basic conflict between 
good medicine and good business. In point of fact, good medicine 


is good business. 


Admittedly, those bioflavonoids being used do appear to be safe. 
We entertain serious doubts, however, about the propriety and legality 
of the labeling. To this end we are considering the practicability of 
conducting critical clinical studies of our own to determine the facts 
and, possibly, to lay a basis for future regulatory action. We in the 
Administration, and I personally, would be delighted to see good 
clinical data substantiating the usefulness of the bioflavonoids in the 
effective treatment of the common cold or in other disease syndromes 
now inferred. Our attitude is not a matter of dogma or of preconceived 
ideas on this subject. On the contrary, our attitude and our actions 
will be determined by facts. If the Administration is to serve in the 
role of a consumer-protection agency, then, in the absence of factual 
data, it has a clear obligation to develop the facts and guide its actions 
accordingly. 

Piperazine as a vermifuge presents a curious situation which has 
bothered us not inconsiderably. The drug has been available for years 
as a prescription remedy for gout. Under these conditions it has been 


used safely and successfully. More recent work has shown it to be 


effective in the treatment of human worm infestation. This we con 
sider to be a bona-fide new use of the drug. The prior use in* gout, 
however, did not provide sufficient experience, concerning the admin 
istration of the drug to infants and children, on which we could 
conclude that its use as a vermifuge was entirely safe. We, therefore, 
treated it as a new drug. It was also deemed to be a prescription 
product on the basis that collateral measures were required for its 
safe use. In other words, we were of the opinion that the average lay 
person was unable to make an accurate diagnosis that he was infested 
with worms. Anal itching is a common symptom and not at all path 
ognomonic of worms. Only two absolute methods of diagnosis are 
available: the first, proper studies of stool specimens under a micro 
scope to attempt to find and identify worm eggs and, the second, the 
passing of an adult worm, or part thereof, sufficient to establish the 
diagnosis. The latter occurrence is by and large relatively infrequent 
even in heavily infested individuals. This medical background—plus 
the facts that the use of piperazine as a vermifuge required a larger 
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acute dose and the general lack of experience with the drug as a vermi- 
fuge and in children—further supported our feeling that the drug was 
a new drug on prescription status for this use, despite its nonnew-drug 
status for gout. Incidentally, the fact that over-the-counter vermifuge 
remedies are currently marketed does not and should not become the 
basis for evaluation of piperazine over the counter. As experience has 
accumulated during the past year, we have received occasional reports 
of untoward effects associated with the use of piperazine as a vermi- 
fuge. We, therefore, believe additional experience must be obtained 
before we can reach a determination that the drug is safe for over-the- 
counter distribution as a vermifuge. 


Where Is Cutoff Point in Labeling Directions? 


There is yet another administrative problem which has been 
under study, of late, and which presents several complexities. Again 
there is a question—an open question, I might add—of where to draw 
the line. It is this: Where should the cutoff point be for labeling 
directions for use for children? The Administration has been following 
a policy of no directions for use for children under the age of six. Stated 


another way: “For children under the age of six consult your physi- 
cian.” Rigidly adhered to, this means that the manufacturer of a non- 
prescription item designed solely for the pediatric age group cannot 
adequately label his product so that it can be safely administered to 
the age group for which it is intended. It is equally untenable to 
conclude that manufacturers cannot or should not devote whatever 
degree of special attention they choose to products designed especially 
for pediatric use. 

If, as was considered, we adopted the policy that such pediatric 
preparations could be handled as a special prescription class, other 
obstacles would present themselves. In the first place, a situation 
would arise where the same drug was available over the counter for 
adult use, but on prescription for pediatric use. There is ample prece- 
dent for this type of exception under the Durham-Humphrey section 
of the law. For example, some drugs used in ophthalmic preparations 
and some antihistaminic preparations are on prescription whereas the 
same drug is an over-the-counter one for general use or in lower dosage 
forms, In addition, there is the troublesome problem of a myriad of 
good drugs now available for children on a nonprescription basis, 
labeled for age groups under six, and which rightfully enjoy this 
privilege because experience has shown them to be safe. 
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Should Age Restriction Be Changed to Afford Safe Directions? 


Another alternative solution is currently under study. It is the 
possibility of lowering the age restriction for label dosage directions. 
Does age six represent any magic number involving physiological or 
pathological considerations which would preclude lowering it? If so, 
we have been unable to identify these considerations. In fact, many 
hold the view that safe dosage directions all the way down to one year 
in age would be more in the public interest than, at best, an arbitrary 
cutoff point at three years or five years or six years. I believe this 
view is premised on mature judgment, and stems from the experience 
that parents will self-medicate their children, despite admonitions to 
the contrary. Hence it is preferable to atford them safe directions for 
use rather than have them undertake untutored administration, Where 
one also considers the realities of the problem—vast numbers of our 
people do not or cannot readily consult a physician because of geog 
raphy, economics or preference—it appears to lend support to the sug- 
gestion that the age limitation should be further studied to evaluate 
the advisability of lowering it. This study, I am happy to report, is 
now in progress. 


It probably will come as no surprise to you to know that we have 
collected over 40 antihistaminic preparations in our office which are now 
being sold as nonprescription somnifacients and hypnotics. Again 
there is no dogma nor do we have any preconceived ideas about this 
use of these inedications. We have under way, however, a comprehen- 
sive clinical study with these drugs to determine their efficacy and, 
therefore, the truthfulness or lack of it in their labeling and claims. 
When this project is completed and the results analyzed we shall be 
in a position to determine what our course of action will be. 


And now before closing I want to pay tribute to a friend of yours 
and, I am happy to say, a friend of mine. I refer, of course, to Dr. Fred 
J. Cullen. When I assumed the responsibilities of medical director 
for the Food and Drug Administration, Fred Cullen was one of the 
first to come to visit me. I was greatly impressed by what he had to 
say. It was this, and I quote: “We may not always agree but when 
I don’t I'll tell you so.” T have never found Fred Cullen wanting and 
I know I never will. Over the years of devoted and outstanding service 
to this association, Fred Cullen has known where to draw the line. 


[The End] 





Tolerances for Insecticide Residues 
BY WINTON 8B. RANKIN 


Assistant to the Commissioner, Food and Drug Administration 


N THE PAST FEW YEARS, many new chemicals have been 

developed to the point where their usefulness as insect killers is 
well demonstrated, They can be employed to control effectively pests 
that formerly resisted control. 

The great majority of agriculturists agree that we must continue 
to use insecticides if we are to produce food in adequate amounts 
which are acceptably free from worms and similar kinds of filth. It 
is my purpose to outline some of the measures now employed in this 
country to give assurance that the food on which insecticides are 
used is safe. 

Insecticides are poisons. If they were not poisons, they would 
not kill insects. Chemicals may exhibit poisonous properties in two 
ways, acutely and chronically. In the case of those acutely toxic, a 
single dose or a few doses close together may cause poisoning. Often the 
food-control official is not particularly concerned about the acute tox 


icity of insecticides because the quantities which remain in or on foods 


are so small. (Of course, agriculturists are concerned with acute 
toxicity in their efforts to safeguard the health of the grower or sprayer.) 

But the food-control official is concerned about chronic poisoning 
resulting from the long-time consumption of minute amounts of poison 
which eventually may build up to produce a serious physiological 
disturbance. This is cumulative poisoning. It is the kind of poisoning 
we must guard against from residues of insecticides in the food supply. 

A few years ago, a committee of outstanding scientists in this 
country studied this question. They were members of the Food Pro- 
tection Committee, Food and Nutrition Board, National Research 
Council. In 1952 the committee published a statement of guiding 
principles entitled “Basic Considerations Involved in Evaluating Haz- 
ards Encountered in the Use of Pesticides in Foods.” These principles 
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Mr. Rankin Addressed a Seminar, National Citizens Committee for the 
World Health Organization, Inc., at Washington, D. C., May 31, 1955 


are employed today as a basic reference in judging the safety of 
insecticides. 

In 1954, the Congress passed, and the President signed into law, 
the Pesticide Chemicals Amendment to the Federal Food, Drug, and 
Cosmetic Act (Public Law 518, Eighty-third Congress). It provides 
a practical method of establishing safe tolerances for residues of pesti- 
cide chemicals in foods. For convenience, I will refer to this amend- 
ment as the “new law.” 


The term “pesticide chemical” as used in the new law covers ma 
terials, including insecticides, used to kill a variety of pests. 

This new law reflects the advanced thinking contained in the state 
ment of the food protection committee. The law is enforced by the 
Food and Drug Administration, which I represent. Without going 
into legal terminology, I will present some of the basic provisions of 
the law and some fundamental principles which are followed in ad- 
ministering it. 


The new law provides that a food within its jurisdiction shall not 
be marketed if it bears a residue of a pesticide chemical, unless: (1) 
The pesticide chemical generally is recognized by experts as safe, or 
(2) upon consideration of an adequate amount of scientific evidence, 
the government has established a safe tolerance for residues of the 
chemical or has exempted it from the requirement of a tolerance and 
(3) if a tolerance has been established, the residues remaining on the 
food are within the safe tolerance level. 


Thus, there are several classes of pesticide chemicals: 


First, some chemicals are recognized by qualified experts as being 


safe as employed today in agriculture. They require no establishment 
of a tolerance even though they may leave slight residues on food. 


11 
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Three such chemicals are recognized today in the United States. They 
are sulfur, lime, and lime-sulfur. 

Second, there are chemicals which leave no residue when applied 
to crops. For example, some of the dormant sprays and some of the 
chemicals for killing insects in the soil fall in this class. It would not 
safeguard public health to restrict the use of such pesticides when they 
are employed without leaving a residue on the food itself, even though 
they may be toxic to warm-blooded animals, These pesticides require 
no establishment of a formal tolerance since, for practical purposes, all 
pesticides automatically will have a zero tolerance unless a higher 
tolerance or an exemption is established for them. 


Third, other chemicals which are poisonous do not constitute any 
foreseeable hazard to the public health as used in agriculture today. 
Thus, they may be exempted from the requirement of establishment 
of a tolerance. Twenty-one such pesticide chemicals have been ex 
empted in the United States when they are applied to growing crops. 
They consist of petroleum oils; a number of the common copper com- 
pounds, such a Bordeaux mixture ; pyrethrins ; four common pyrethrin 
synergists ; and related substances. These materials are not exempted 
when applied after harvest because the postharvest treatment by- 
passes some of the safeguards which preharvest treatment involves. 
For example, pyrethrum and pyrethrins deteriorate rapidly when ex- 
posed to sunlight and other weathering influences which prevail on 
growing crops. They would not deteriorate with the same rapidity 
when applied to stored food in a dark bin. If they are to be employed 
on a havested crop, a safe tolerance level for the residues should be 
established. 


Fourth, there are poisonous insecticides which may constitute a 
hazard to the public health unless they are used in such manner that 
the quantity of the residue on food is controlled. These materials 
require the establishment of a safe tolerance, and protection of the 
public health requires some government checking to determine that 
the tolerances are not exceeded. Most of the insecticides in use today 
fall into this class. A number of tolerances for such compounds already 
have been established, and others are being established. 

The new law requires that the petitioner who requests establish- 
ment of a safe tolerance for insecticides in this fourth group submit 
data to the government to support the application. Often, the manu- 
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facturer is the petitioner, although others may file a request for a 
tolerance. The information required in the petition is: 


(1) The name, chemical identity, and composition of the pesticide 
chemical. 

It would be difficult to determine any safe level for residues of a 
substance whose chemical composition varies materially from batch 
to batch. Until manufacturing methods are developed to insure reason 
able uniformity of batches, residues of the poison should not remain 


on the food supply. 

(2) The amount, frequency, and time of application of the pesticide 
chemical. 

The quantity of residue which may remain on the edible portion 
of a crop will depend largely upon the manner of application. The fact 
that one method of application may yield unsafe residues on food 
should not bar use of the product under another method of application 
which is safe. In establishing a tolerance, it is necessary to know 
the conditions of use proposed. 

(3) Full reports of investigations made with respect to the pesticide 
chemical. 

The toxicity of a new insecticide must be determined by animal 
experimentation. Acute and subacute toxicity studies are valuable, 
but before a formal tolerance is established, they must be supplemented 
by chronic-oral-toxicity studies. 

Chronic-toxicity studies generally are regarded as lifetime or two 
year feeding studies in the rat, and a one-year, or longer, feeding study 
in the dog or monkey (or perhaps some other test animal). Such 
long-term tests are required because the possible effects of the lifetime 
ingestion of insecticide residues by man cannot be predicted with tests 
less stringent than lifetime feeding in a short-lived animal, such as the 
rat, and supplemental tests on a second species of animal. 

Usually, the material under test is fed in the diet to groups of 
weanling rats at several levels, including a control diet with no added 
amount of the chemical. The levels to be fed are chosen so that they 
will include one which produces no effect, one which produces definite 
damage, and one or more which gives an intermediate effect. During 
the lifetime feeding tests, observations are made on growth, reproduc 
tion, mortality, blood and urine chemistry, storage, excretion, and 
other factors which may show what effect the chemical has on the 
animal. Animals which die during the tests and those which are sac 
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rificed are examined critically to determine what changes have oc- 
curred. Microscopic study of tissue sections from various organs is 
an important part of this examination. 

The results of toxicity studies on animals, together with supple- 
mental data such as the effect of the poison on humans where human 
exposure has occurred, are evaluated to determine whether there is a 
level of feeding of the insecticide which should cause no harm to man 
if continued throughout his lifetime. 

(4) The results of tests on the amount of residue remaining, including 
description of the analytical method used. 

It would be tutile and unwise to establish a tolerance for an in- 
secticide if its effective use would leave residues on food in excess of 
the tolerance. 

Additionally, the public health can be safeguarded only if ana 
lytical methods are available for making trustworthy analyses for the 
minute residues which may remain. The new law places upon the 
manufacturer the responsibility of developing an analytical method 
which is adequate to determine residues of the insecticide. 

(5) Practicable methods for removing residues which exceed any 
proposed tolerance. 

These are required only where excessive residues are expected. 

The petition also should state the tolerance or exemption requested, 
and reasonable grounds in support of the request. 


Government's Responsibility for Prompt 
Establishment of Tolerance 


When the petition is filed, it is the government’s responsibility, 
within a definite time limit, to establish a tolerance for residues of the 
insecticide, or an exemption. The tolerance may be zero if the facts 
do not justify a higher value. 


From results obtained in feeding experimental animals and from 
effects on man where human exposure has occurred, experts can pre- 
dict the probable effect on humans of the long-continued ingestion 
of poisonous or deleterious substances. In interpreting such data, the 
following points are borne in mind: (1) any lack of uniformity of 
response to the poison between different animal species, (2) the devel- 
opment of unusually alarming reactions in test animals, such as pro- 
duction of cancer or blood disorders an (3) the occurrence of sensitivity 
toward, or idiosyncrasy in response to, exposure to the poison. 
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In predicting the quantity of a poison that may be consumed 
over a long period without hazard to man, it is reasonable and proper 
to assume that man is ten times more susceptible to injury from the 
substance than other species of warm-blooded animals, and that the 
most sensitive men are ten times more susceptible to injury than 
the average man. 

Thus, in dealing with new insecticides, it is proper to apply a 
combination of these two factors and use a combined safety factor 
of 100. For example, if adequate investigations show that 100 parts 
per million of the substance cause no harm to test animals, then it is 
reasonable to set the tolerance for residues on food at 1/100 of this 
amount, or 1 part per million. This safety factor of 100 is a broad 
guide, which will be applied with judgment. 


Principles Observed in Establishing Safe Levels 


When the pharmacologists have evaluated the chronic-toxicity 
data and have applied the necessary safety factor, and estimated what 
level of residue will be safe for man, and when the chemists have 
studied the analytical methods for detecting residues, have determine 
that they are adequate and have studied the residue data, then the 
government is ready to establish safe tolerances for residues which 
may remain. The following principles are observed at this time 

(1) If the quantity of the insecticide that may be contributed to 
the diet from all sources, including that derived from residues on food 
exceeds the quantity estimated to be safe, the tolerance is set at the 
point of estimated safety. 

(2) If the total quantity of the insecticide that may be ingested 
from all sources does not exceed the quantity estimated to be safe, the 
tolerance is based on the quantity of the residue which is needed to 
protect the crop. 

(3) In case two or more insecticides have a related or cumulativ« 
effect on man or test animals, the tolerances for these materials mus! 
be set so that the total allowable residues for all such related com 
pounds will not exceed a safe figure. For example, it is proper to set 
tolerances for residues of two or more arsenicals in terms of the total 
amount of arsenic which may remain and it is proper to set tolerances 
for residues of two or more chlorinated hydrocarbons which may 


remain on a crop. 
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Large-scale tests of an insecticide may be needed to develop com- 
plete information about its performance and ultimate safety. The 
government may establish a temporary tolerance whenever the need 


for large-scale experimental use has been confirmed by the United 
States Department of Agriculture, when the temporary tolerance is 
deemed necessary to protect the public health and when there is 
sufficient preliminary information about anticipated residues and their 
toxicity. The temporary tolerance permits the securing of extensive 
data without hazard to health while final detailed toxicity studies are 
under way. 


Applicability of Principles to Poisons Other 
than Pesticide Chemicals 

I have confined my remarks to pesticide chemicals—especially 
insecticides—on those foods which are defined in the new law as “raw 
agricultural commodities.” I have discussed only a part of a broader 
problem—the addition of poisonous or deleterious substances to any 
food. The Federal Food, Drug, and Cosmetic Act provides a different 
method for establishing tolerances for poisons which are not pesticide 
chemicals, Although the method is different, the general principles 
outlined here apply. The chemical identity of the poisonous substance 
should be established; the acute and chronic pharmacological prop- 
erties should have been well investigated ; there should be trustworthy 
analytical methods for determining quantities which remain in foods; 
the tolerance should involve an ample margin of safety, and allowance 
must be made for cumulative effect of the same substance from differ- 
ent sources, or of related substances. [The End] 


¢ MISREPRESENTATION—FOODS, DRUGS, DEVICES * 


Oleomargarine . . . A complaint charging false advertising of 
oleomargarine would be dismissed for lack of jurisdiction. The hearing 
examiner holds that the advertising practices of the respondent packer 
of meat products are under the jurisdiction of the Secretary of Agricul- 
ture under the Packers and Stockyards Act. The Federal Trade Com- 
mission Act, he says, “clearly and in unambiguous words excludes from 
the Commission’s jurisdiction” firms subject to this act. (Released 
December 23, 1955.) 

Headache pills . . . A company selling headache pills is charged 
with falsely representing that its pills are “three times more effective 
than aspirin.” (Released November 30, 1955.) 

Trusses . . . A company selling a truss agrees not to represent 
that its product is the most effective hernia support devised. Disparagement 
of competitive devices also will be discontinued. (Released December 
29, 1955.)\—-CCH Trape Recutation Reports {§ 25,800; 25,769; 25,802. 





Notices of Judgment— 


Nos. 1001 to 5000 


By JAMES C. MUNCH and JAMES C. MUNCH, JR. 


This Record of Food-Drug-Cosmetic Actions Immediately Before and After 
Passage of the Sherley Amendment Follows ‘Notices of Judgment—tThe First 
Thousand" (April, 1955 Journal). The Authors State That They Will Giadly 
Answer Inquiries on Specific Points Not Covered in the Current Article 


HE PREVIOUS REPORT of this series dealt with Notices of 

Judgment (N. J.’s) 1 through 1000, published in accordance with 
the provisions of Section 4 of the 1906 Federal Food and Drugs Act 
This report extends discussion of the next 4,000 notices. Every effort 
has been made to maintain consistency in classifying products as 
“foods,” “drugs,” “drug products and preparations,” or “cosmetics.” 

In this group of 4,000 notices, there were 205 dealing with foods, 
275 dealing with drugs, 505 dealing with drug products and prepara 
tions, and 24 dealing with cosmetics. This represents a total of 1,009, 
or slightly more than one fourth of the total. A total of 55 contests 
were undertaken, of which the government won 28. 


Foods 


In considering the 205 notices in this group, the same general 
types of products wer: involved as in the previous report. Attention 
was directed in several cases to wording in Section 7 

If it contain any added poisonous or other added deleterious ingredient 
which may render such article injurious to health: Provided, That when in the 
preparation of food products for shipment they are preserved by any external 
application applied in such manner that the preservative is necessarily removed 
mechanically, or by maceration in water, or otherwise, and directions for the 
removal of said preservative shall be printed on the covering or the package, 


17 
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the provisions of this act shall be construed as applying only when said products 
are ready for consumption, 

Action was brought because of the presence of arsenic, boric acid, 
caffeine, cocaine, poisonous coal-tar colors, formaldehyde, lead, cop- 


per, zinc or talc. A number of actions included the charge that the 


presence of harmful, poisonous and deleterious bacteria and spores 
rendered such foods unfit for consumption and, therefore, injurious 
to health. However, these charges were dropped by the Department 
of Agriculture in presenting many of these cases to the courts. 

It is noted that there were ten cases in which pleas of not guilty 
or of nolo contendere were offered. In six of these cases, the finding of 
the court, with or without a jury, was against the government. In 
one instance (N. J. 4099), a seizure of meat products was ordered to 
be returned to the owner. 

Actions against Coca-Cola, as recorded in N. J.’s 1455, 4032 and 
4801, trace the early history of this product. Seizure was made under 
Section 10, on the basis that the product contained an added ingredient, 
caffeine—a poisonous and deleterious ingredient—which might render 
Coca-Cola injurious to health. The company was given a trial by 
jury. Evidence was offered that the caffeine content was about 1.2 
grains to each fluid ounce of the syrup. The conflict in testimony dealt 
with the deleterious effect on health of such a quantity. It was shown 
that an average cup of coffee contains more caffeine than an ordinary 
drink of Coca-Cola. Judicial attention was directed to the interpreta- 
tion of the term “added.” The judge ruled that the public obtained the 
article desired and that the product was neither adulterated nor mis- 





James C. Munch, Medical Director of 
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Pennsylvania, Was at One Time Asso- 
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James C. Munch, Jr., ls a Premedical 
Student at Temple University, Philadelphia 





branded, and directed a verdict in favor of the Coca-Cola Company 
(N. J. 1455). 

The government appealed this decision to the Circuit Court of 
Appeals for the Sixth Circuit, which affirmed the finding of the district 
court in N. J. 4032. The point on which the holding in the case turned 
was whether or not evidence that caffeine is a poisonous or deleterious 
ingredient should be submitted to the jury for consideration as an 
“added” ingredient. The court was persuaded that since a glass of 
Coca-Cola as consumed contained 1.2 grains of caffeine, whereas an 
average cup of tea contained 1.5 grains and an average cup of coffec 
more than two grains, and since the chemical and physiological prop- 
erties of the caffeine content were identical, such an element would 
not be within the meaning of Congress as an “added deleterious in 
gredient.” 


The government then appealed to the Supreme Court of the 
United States, which reversed the findings of the lower courts and 
returned the case for further proceedings (N. J. 4801). Evidence was 
presented in this hearing that: 

the standard by which the combination in such a case is to be judged 
is, not necessarily the combination itself; that a poisonous or deleterious 
ingredient with the stated injurious effect may still be an added ingredient in 
the statutory sense, although it is covered by the formula and made a constituent 
of the article sold. 

Reasoning from decisions in the Lexington Mills (N. ]. 3898). the 
Antikamnia (N. J. 3868), and the 443 Cans of Egg Product (N. ]. 2437) 
decisions, it was concluded as a matter of law that the name was not 
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primarily descriptive nor had it attained a secondary meaning. Appar- 
ently, the injury to health was not a moving feature to the Supreme 
Court in reaching its decision, except to state that : 


the question was plainly one of fact which was for the consideration of 
the jury. 


A series of cases was brought against various types of confec- 
tionery under Section 7: 


In the case of confectionery: 

If it contain terra alba, ... talc, . . . or other mineral substance o1 
poisonous color or flavor, or other ingredient deleterious or detrimental to 
health 


In N. J. 1642, candy eggs were seized because talc was present. 
The district judge, in his charge to the jury, stated : 


In censidering the quantity of a substance like this, not claimed to he 
poisonous, it seems to me that of a quantity so small as not to be appreciable 
for any practical purpose whatever, the law does not take account. Things 
which are entirely trifling, insignificant, unsubstantial, of no consequence for any 
practical purpose, as a general rule the law does not take account of 
If you have been satisfied by a fair preponderance of the evidence that there 
is tale in these candies, I instruct you that you should also be satisfied, in order 
to find for the Government, by a fair preponderance of the evidence, that there 
is in the candies a quantity of tale sufficiently appreciable to enable you, as 
reasonable men, to regard it as significant or important for some practical 
purpose ... that it is not merely a quantity so small that all the differenc« 
it could possibly make for any purpose whatever would be only imaginary or 
theoretical. . . . it is not necessary that you should find that there was enough 
talc to injure or hurt any consumer of those candies. 


This decision was appealed by the government to Circuit Court 
of Appeals for the First Circuit, which reversed the decision in the 
lower court (N. J. 3871). It was conceded that the candy contained 
0.01 to 0.1 per cent of talc. 


In declaring that confectionery containing this pigment or any of the 
liquors named should be deemed adulterated, Congress likewise refrained from 
making the question of adulteration depend upon the quantity which the con 
fectionery contained, and plainly manifested an intention that confectionery 
containing any of these things should be deemed to be adulterated. The languag« 
of the statute being unambiguous, so far as it relates to the particular adulterants 
mentioned, its words must be given their ordinary meaning. When so con 
strued, confectionery which contains any of the specific substances or liquors 
named is adulterated, without regard to the question whether in the particular 
case the amount of added adulterant indicates an intention to deceive, or is liabk 
to injure health or morals. 


A test case of some significance was brought against «~me winter- 


green confectionery which was found to contain 5.5 per cent of talc, 
alleged to be a deleterious and detrimental ingredient (N. J. 3440). 
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There was some discussion whether this product was a drug because 
of the trace of wintergreen present, or whether it was a confection; 
the jury decided it to be confectionery. Under this decision it was 
not material whether or not the talc might be injurious to health, since 
the Act forbade the presence of any talc in confectionery. Under the 
circumstances the jury upheld the government seizure of this article. 


Action was brought against grain alcohol varnish which contained 
about 35 parts per million of arsenic as As,O, and which was used to 
coat fudge, on the basis that arsenic is an added poisonous and dele- 
terious ingredient. Witnesses for the government claimed that the 
amount of arsenic left on the fudge would tend to injure the health of 
persons who ate it. Experts on behalf of the defense testified that the 
amount of arsenic taken could not have any injurious effect. upon 
either a child or an adult consuming it from day to day. The question 
whether the added ingredient might injure health was a question of 
fact which had to be decided by the jury. After due deliberation the 
jury returned a verdict of guilty (N. J. 3332). 

This was appealed to the Circuit Court of Appeals for the Second 
Circuit on the basis that all shellac imported into this country con- 
tains arsenic to brighten its natural orange color, added in India or 
Southern Asia at the time of manufacture. Recognizing that eating 
candy glazed with this varnish would contribute only minute amounts, 
this court stated that the only question was: 


Was there sufficient arsenic in the varnish to make it an article which “may 


be injurious to health” 
It was proper to submit this question to the jury for decision, and 
the court upheld the verdict of the lower court (N. J. 4055). 


A decision (N. J. 508) against certain preserved whole eggs con- 
taining 2 per cent of boric acid added as a preservative was appealed 
to the United States Supreme Court (N. J. 1043). In upholding the 
condemnation by the lower court, the Supreme Court stated that the 
Act did apply to such material, shipped in interstate commerce to be 
used in making cakes or for other baking purposes, and set forth its 
policy : 

The object of the law is to keep adulterated articles out of the channels of 
interstate commerce or, if they enter such commerce, to condemn them while 
being transported or when they have reached their destination, provided they 
remain unloaded, unsold, or in original unbroken packages, . transportation 
in interstate commerce is forbidden to them, and, in a sense, they are made 


culpable as well as their shipper. It is clearly the purpose of the statute that 
they shall not be stealthily put into interstate commerce and be stealthily taken 
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out again upon arriving at their destination and be given asylum in the mass 
of property of the State. Certainly not, when they are yet in the condition 
in which they were transported to the State, or, to use the words of the statute, 
while they remain “in the original unbroken packages.” . . . Whether they might 
be pursued beyond the original package we are not called upon to say. 


A suit was brought by the government against 443 cans of frozen 
egg product which was decomposed and contained added sugar (N. J. 
1027). The decision by the court was that the government had not 
sustained the burden of proof that the eggs were decomposed. This 
decision was appealed by the government to the Circuit Court of 
Appeals for the Third Circuit (N. J. 1576), which gave further con- 
sideration to the bacteriological and baking experiments in ruling that 
the product was decomposed. In this connection, consideration was 
given to evidence that this liquefied product, when hypodermically 


injected into guinea pigs and other animals, produced sickness and 


death, whereas similar administration of fresh egg product had no 
harmful effects. The case was then appealed to the Supreme Court 
(N. J. 3437), which overruled the decision in the circuit court for juris- 


dictional reasons. 


The presence of 1.8 p. p. m. nitrites in flour shipped by the Lex- 
ington Mill and Elevator Company led to the seizure of 625 bags of 
flour; after very extensive testimony, the jury sustained the govern- 
ment charges (N. J. 722) that nitrites formed in flour are poisonous 
and deleterious substances, and that Congress intended to prohibit 
adding any quantity of nitrites to flour. Flour is used in making other 
articles of food such as: 

biscuits, dumplings, pastry, cake, crackers, gravy, and perhaps other 


articles of food—which may be consumed by all classes of persons—the young, 
the old, the sick, the well, the weak, the strong 


This decision was appealed to the Circuit Court of Appeals for 
the Eighth Circuit, which reversed the decision in the lower court 
(N. J. 2549). Among other reasons, the court stated: 


The trial judge decided that if the added substance was qualitatively 
poisonous, although in fact added in such minute quantity as to be noninjurious 
to health, that it still fell under the ban of the statute; and the distinction is 
sought to be drawn between substances admittedly poisonous when administered 
in considerable quantities but which serve some beneficial purpose when ad- 
ministered in small amounts, and those substances which it is claimed never 
can benefit and which in large doses must injure. The distinction is refined 
To apply it must presuppose that science has exhausted the entire field of 
investigation as to the effect upon the human body of these various substances; 
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that nothing remains to be learned. . . . There is no warrant in the statute 
for such a strained construction. . . . the statute only prohibits it if it may 
render such article—the article of food—injurious to health. 


The case was then appealed to the United States Supreme Court, 
which affirmed the findings of the circuit court (N. J. 3398), and inter- 
preted Section 7, regarding adulteration of food, by stressing the 


italicized portion : 

If it contain any added poisonous or other added deleterious ingredient 
which may render such article injurious to health. 

In reaching its conclusion, the Supreme Court referred to the 
statement of Senator Hepburn upon the floor of the Senate: 

As to the use of the term “poisonous,” let me state that everything which 
contains poison is not poison. It depends on the quantity and the combination 
A very large majority of the things consumed by the human family contain, 
under analysis, some kind of poison, but it depends upon the combination, the 
chemical relation which it bears to the body in which it exists, as to whether 
or not it is dangerous to take into the human system. 

A difference in opinion may be noted in these decisions, which 
distinguish between flour and other foods, on one hand, and the abso- 
lute prohibitions of the Act in the case of confectionery, on the other. 


Drugs 


Two hundred and seventy-five N. J.’s dealt with drugs. Many of 
the drugs differed from the official standards chemically or showed 
significant shortages from official requirements of potency. There were 
eight cases in which pleas of not guilty were entered. In five, verdicts 
of guilty were reached by the juries. 

A product labeled “Tragacanth Gum USP” was shipped from 
Brooklyn, New York, to Norfolk, Virginia, induced by the government. 
Upon examination it was found to be so-called “Indian gum,” not 
meeting the United States Pharmacopoeia standards. The imported ma- 
terial had been cleared through United States Customs after inspection ; 
testimony was offered that all vegetable gums having similar prop 
erties were known as “tragacanth.” Apparently the charges were 
brought in the wrong district; charges were dropped (N. J. 1881). A 
further indictment was obtained in another district; the jury returned 
a verdict of guilty (N. J. 2436). In the judge’s charge to the jury re 
misbranding : 


you are to take the United States Pharmacopoeia—not only the text, 
but the preface, with such limitation and explanation as it contains, and in the 
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light of that, and all the other evidence, you are to find whether this article 
was misbranded as specified in the act. 

The judge was favorably impressed with the testimony of Mr. 
Hopkins, so he suspended sentence. 

A product was shipped from New York to California, labeled 
“Alex. Senna Broken U. S. P.” which contained 20 per cent of stalks. 
The United States Pharmacopoeia requirement for senna specified that 
it should be free from stalks. Evidence was offered that all senna 
contained stalks. In his charge, the judge stated: 

was there any senna ever brought into the United States which was 
free from stalk? The proof shows contradiction. Therefore, in considering this 
clause of the Pharmacopoeia it is quite clear that you cannot construe it 
literally or absolutely; . . . the Pharmacopoeia is a book put in the hands of 
druggists all over the country, men of no great learning, for practical use, and 
this surely must be intended to bear upon the commercial usages of the country 
and to have some reference to the raw materials which the chemists actually 
use, else it is a merely delusive, arbitrary, and scholastic publication which it 
certainly is not. Therefore, you can not consider the word as meaning it should 
be wholly free from stalks. 


Since the product in question did not appear to differ from the 
requirements of the United States Pharmacopoeia, the judge directed a 


verdict of acquittal upon the charge of adulteration. The case was tried 
before a jury with respect to misbranding. The judge stated that the 
product was going to people familiar with the trade, and that the label 
was intended to be read by men in the drug business. Dr. H. H. 
Rusby testified that he coined the term “broken” for one type of senna 
sifting, and that it was generally understood in the trade. The verdict 
was “not guilty” (N. J. 1881). 

In testimony on adulteration and misbranding of oil of cassia (N. ]. 
2841), testimony dealt with the difference between “resin” distilled 
with oil of cassia, and “rosin” from a species of pine tree, which is not 
permitted in oil of cassia. After a verdict of guilty, the case invoiving 
a second offense, a fine of $150 was imposed. The judge charged that 
when a man gets an article from the end of the earth and puts it out 
in the United States, with a label stating that it conforms to the law 
of the United States, it is his business to see that it does correspond. 

Assays of a lot of FE Cinchona showed the ether-soluble alkaloids 
to average somewhat below 3 per cent, as compared with the L/nited 
States Pharmacopoew standard of 4 per cent. It was developed that 
the product as manufactured assayed understrength, and so was 
fortified by addition of quinine and cinchonidine, which was improper. 
Assays must be made by the tests in the current United States Pharma- 





NOTICES OF JUDGMENT PAGE 25 


copoeia, and the use of methods of analysis other than the United 
States Pharmacopoeia method would constitute no defense, The judge's 
charge also stated: 

When an article of this kind, like fluid extract of cinchona, is purchased in 
the market, having been shipped in interstate commerce, with this law in force 
the purchaser has the right to assume that he is receiving a preparation of a 
certain well-defined strength, quality, or purity, as the case may be, and neither 
he as a user, nor the physician, nor the druggist who gives it to others is under 
any obligation to make tests for themselves but may rely to an extent at least 
upon the article being of the strength, quality, or purity fixed by this standard. 

The manufacturer who compounds them and puts them on the market in 
interstate commerce is bound at his or its peril to see to it that they are up 
to the standard fixed by law not only when made and shipped but are so com- 
pounded and put up for sale that they will be of the required standard when 
shipped [in] interstate commerce for sale to the consumer or user 


The jury returned a verdict of guilty, and a fine of $200 was im 
posed ( N. J. 4980). 


Drug Products and Preparations 


Under this classification, there was a total of 505 N. J.’s. This was 
the transition period for passage and beginning enforcement of the 


Sherley Amendment with respect to therapeutic claims. Of a total 
of 33 pleas of not guilty, findings in 14 cases supported that claim, in 
cluding four under the Johnson decision which led to that amendment 
of the Act. 


According to the label and circular, “Eckman’s Alterative” was 
useful in all throat and lung diseases, also effective as a preventative 
and cure for tuberculosis. Seizure was made in Nebraska (N. J. 2995), 
to which the company demurred, leading to review by the United 
States Supreme Court (N. J. 4816). The validity of the Sherley Amend- 
ment was challenged, and upheld by the Supreme Court. It was also 
held that this Amendment included circulars or printed matter placed 
inside the package transported in interstate commerce. In discussing 
false and fraudulent claims, it was stated: 

That false and fraudulent representations may be made with respect to 
the curative effect of substances is obvious . . . persons who make or deal 
in substances, or compositions, alleged to be curative, are in a position to have 
superior knowledge and may be held to good faith in their statements 
Congress recognized that there was a wide field in which assertions as to 
curative effect are in no sense honest expressions of opinion but constitute 
absolute falsehoods and in the nature of the case can be deemed to have been 
made only with fraudulent purpose. The amendment of 1912 applies to this 
field and we have no doubt of its validity. 
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In connection with a shipment of Dr. Tucker’s Specific for asthma, 
hay fever and all catarrhal diseases of the respiratory organs, the 
jury returned a finding of guilty on the charge of misbranding by 
failure to declare the presence and amount of cocaine present. In 
overruling a motion for a new trial, the judge stated that depositing 
such medicine in the mails for delivery outside the State of Ohio con- 
stituted interstate shipment (N. J. 1077). 


A wide variety of products was involved, making broad claims 
for curing or relieving rheumatism, along with a host of complaints, 
associated or widely diverse from that condition. Interesting com 
ments were noted in the decisions in two such products. In N. J. 1049, 
action was brought against the products Radio-Sulpho (a remedy for 
rheumatism, diseases of the skin, etc.) and Radio-Sulpho Brew (blood 
purifier and tonic for indigestion, laxative, claimed to prevent appendi- 
citis). After a number of witnesses testified that the products had 
cured their eczema, rheumatism and cancer, the judge charged the 
jury that they should weigh the correctness of lay diagnoses of these 
serious diseases against the testimony of men schooled in the profes- 
sions of medicine and chemistry who testified that neither of these 


products would cure, relieve or be of any help in the treatment of these 
diseases. The chemists reported the contents to be simple ; the defend- 
ant stated that there were other ingredients present, which he refused 
to disclose since that was a “great secret” that belonged to the com- 
pany. He also claimed that 30 to 40 days were required to make these 
remedies. In discussing the status of the induced shipments under a 


false name, the court stated: 


Congress passed this law and it is the duty of the officers in every 
capacity, who have anything to do with the prosecution of crime or with the 
enforcement of the different acts of Congress, to use whatever means they 
think may be most successful in enforcing the act and suppressing what Con- 
gress intended to be suppressed; therefore the fact that Dr. Morgan wrote 
under an assumed name, the fact that he stated in his letters things that perhaps were 
not true, is not to be considered by the jury at all in arriving at a verdict 


Another rheumatism remedy contained 23 per cent of alcohol and 
5 grains of KI per fluid dram; a number of testimonials were included 
in the booklet accompanying the product (N. J. 4842). In the judge’s 
charge to the jury, he pointed out that laymen, such as blacksmiths, 
barbers, farmers or lawyers, are not able to diagnose rheumatism and 
other diseases accurately, and their testimony or testimonials should 
be weighed carefully when contradicted by testimony of medical 


witnesses: 
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Expert evidence is often spoken of as opinion evidence, and it is opinion 
evidence. When a man has devoted years of study to a science or branch of 
learning, and has become proficient in that branch, it is of assistance to juries 
and to average men to have their opinions upon certain questions of fact 
about which the witness is informed and about which the jurors ordinarily 
are not informed. 


The jury returned a verdict of guilty (upheld on appeal to the 
Circuit Court of Appeals for the Seventh Circuit, N. J. 5588). 

There was much overlapping of claims for these antirheumatics, 
the so-called blood purifiers, the female-complaint remedies, and the 
preparations for kidney, liver and nervous diseases; some products 
might have been classified in several groups. Efforts have been made 
to list them in accordance with the chief claims offered. 


The proceeding against Johnson for selling a combination of six 
products for the treatment and cure of cancer (N. J. 266) was ordered 
to be dropped by the district court. This decision was appealed to 
the United States Supreme Court. The decision of the majority of the 
Supreme Court affirmed that decision in N. J. 1058: 

Congress .. was much more likely to regulate commerce in food and 
drugs with reference to plain matter of fact, so that food and drugs should be 
what they professed to be when the kind was stated, than to distort the uses 
of its constitutional power to establish criteria in regions where opinions are fat 
apart. See School of Magnetic Healing v. McAnnulty, 187 U. S. 94. ; 
the reference of the question of misbranding to the Bureau of Chemistry for 
determination confirms what would have been our expectation and what is our 
understanding of the words immediately in point. . we are of opinion that 
the phrase is aimed not at all possible false statements, but only at such as 
determine the identity of the article, possibly including its strength, quality and 
purity, dealt with in section 7. 

A dissenting opinion was filed by Justices Hughes, Harlan and 
Day, claiming that the Act did intend to cover'false and misleading 

claims on medicinal products. It admits that the curative properties 
> 
of some medicinal products are matters of opinion, but insists that 
there still remains a field covered by the statute in which statements 
as to curative properties are downright falsehoods. This situation was 
corrected by Congress, by passing the Sherley Amendment, which 
added a third paragraph to Section 8, stating: 

If its package or label shall bear or contain any statement, design, or device 
regarding the curative or therapeutic effect of such article or any of the in 
gredients or substances contained therein, which is false and fraudulent 


This amendment was approved August 23, 1912. 
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A variety of cough and cold cures received attention; many car- 
ried sweeping claims of value in all lung conditions, including con- 
sumption. In N. J. 1912, action was brought since the product as 
analyzed was deficient 84 per cent in chloroform content as declared 
on the label. The act was passed, for example, to prevent people taking 
cocaine when they did not know it to be present. The volatility of 
chloroform was stressed to the jury. The judge then charged: 

It might take a chemist to make a proper compound, but we think anyone 
with a formula can mix the ingredients in a mixture unless there are to be 
peculiar things done to the different parts before they go into the mixture. It 
does not require a chemist to make a mixture. 

Two shipments were induced from Dr. Stephens for the treatment 
of alleged drug addiction in two government employees, after each 
had submitted data, by mail, on physical condition. One set of 18 
bottles contained morphine sulfate in quantities gradually decreasing 
from 3.91 grains per fluid ounce to none, the other from 3.25 to none. 
Even though it was recognized that proper treatment of morphine 
addicts should be by gradual decreases in dose, without the knowledge 
of the addict, the court ruled that there was no provision in the law 


to permit physicians to ship such prescriptions interstate without proper 


label declaration of the morphine and alcohol content of each bottle. 
The court directed a jury verdict of guilty (N. J. 1891), which was 
affirmed on appeal to the Circuit Court of Appeals for the Sixth Circuit 
(N. J. 2511). 

The label on a headache remedy, “Antikamnia,” stated that it con- 
tained a specified quantity of acetphenetidin, and no acetanilide was 
present. The shipment of the product was seized, since the label did 
not state that, under Regulation 28 of the Bureau of Chemistry, 
acetphenetidin was considered to be a “derivative” of acetanilide (N. J. 
1056). The court stated that people generally are no more familiar with 
one of these terms than with the other, that such labeling does not 
add anything to the safety of the product and that this regulation ex 
ceeded the authority given under the Act. On appeal to the Supreme 
Court of the District of Columbia, that decision was affirmed : 

The regulation having named acetphenetidin as a derivative of acetanilide, 
the manufacturer complied therewith to the extent of naming the proportion of 
said derivative contained in antikamnia tablets, but did not comply with the 
requirement of the same that it should also recite that it was, in fact, a derivative 
of acetanilide. The last requirement was, in our opinion, an amendment of, or an 
addition to the act itself, and therefore beyond the powers of |the execu- 
tive authority. 
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This decision was then appealed to the United States Supreme Court 
(N. J. 3868), which reversed these decisions and remanded the case to 
the lower court. It concluded that: 
. the composition of drugs is a matter of technical skill, their denomination 
often by words of scholastic origin, conveying no meaning to the uninformed 
Therefore, naming a drug as a derivative of another may help 
prevent surreptitious sale of noxious drugs or their derivatives. The 
Court apparently ignored the opinion that the action of derivative may 
differ from that of the parent substance. 


A number of cases were brought against so-called “mineral waters,” 
which carried exaggerated claims for therapeutic value, as violating 
the Sherley Amendment. A shipment of “Buffalo Lithia Water” was 
seized (N. J. 3869) for being sold with the suggestion that it contained 
a significant quantity of lithium, which was supposed to treat gout, 
rheumatism, stone in the kidney and similar conditions. Testimony 
was offered, regarding the composition of the product, that the com- 
mon understanding was that a lithium water should contain enough 


lithium to produce a therapeutic effect when consumed. The opinion 


of the court stated that: 


.. . a chemical analysis showed absolutely no appreciable amount of lithium 
in the bottle of water of the size usually sold. By the use of the spectroscope, 
however, it was found that there was two thousandths of a milligram in a liter; 
that is, about one ten-thousandth of a grain per gallon of water, or 1 grain in 
10,000 gallons of water. To further illustrate the infinitesimal quantity of 
lithium in this water, it was testified that the average dose of lithium as a uri 
acid solvent was from 5 to 7% grains three times a day. So that, for a person 
to obtain a therapeutic dose of lithium by drinking Buffalo Lithia Water he 
would have to drink from 150,000 to 225,000 gallons of water per day . . . the 
Potomac River water contains five times as much lithium per gallon as the 
water in controversy. 

The court entered judgment for the government. This was ap 
pealed to the Appellate Court of the District of Columbia, which 


affirmed the decision (N. J. 4310). 


In an effort to develop the belief in the therapeutic value of min 
eral waters further, a concentrated Salz was prepared, to be dissolved 
in tap water in order to bring sufferers the value of such waters in 
their own homes. The product was claimed by the physician who 
operated the company to be able to prevent and to dissolve away gall 
stones, even though this theory was opposed by many other physicians. 
The jury convicted the physician under the Sherley Amendment (N. ] 
3962). 
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A number of “tonics” were involved, usually under the Sherley 
Amendment. Particular attention is directed to the action against 
“Pink Pills for Pale People” (N. J. 4849) as typical of the presentation 
of evidence, court considerations and decisions. The product was 
recommended as a safe and effective tonic for the blood and nerves, 
and useful in anemia, locomotor ataxia, etc. Analysis indicated it to 
be substantially the usual Blaud’s Pill. Testimony of laymen claimed 
value for the product; testimony by chemists and physicians pointed 
out that there was no ingredient present capable of producing the 
stated effects in these diseases. The object of this Act is to prevent 
credulous and ignorant people and the public generally from being 
deceived in purchasing medicines such as this. Every man is pre 
sumed to intend the natural and probable consequences of his act; 
distribution of this product for the treatment and cure of these condi- 
tions is a natural consequence of the use of the language used. The 
jury returned a verdict of guilty, and the district judge overruled a 
motion for a new trial. Upon appeal to the Circuit Court of Appeals 
for the Third Circuit, the decision in the lower court was affirmed. 


It was noted that a number of products and preparations intended 
for use by sufferers from pulmonary diseases, including involvements 
of the lungs and throat, contained morphine, iodides and chloroform. 
Several preparations for the treatment of skin diseases claimed they 
were “absolutely harmless”; analysis revealed the presence of sub- 
stantial quantities of strychnine, which would render them dangerous 
to children, if not to adults. The same claim of safety was made for 
teething syrups, which were found, on analysis, to contain appreciable 
amounts of morphine or codeine. Finally, many preparations for the 
treatment of tuberculosis contained large amounts of iodides, opium 
or morphine, and alcohol. 


The passage of the Sherley Amendment appears to be responsible 
for the marked increase in the number of actions against drug products 
and preparations in this series of N. J.’s. 


Cosmetics 


A total of 24 N. J.’s were issued against products which may now 
be considered cosmetics. It may be noted that methyl alcohol was 
present in one product (N. J. 2321), and a substantial amount of arsenic 
in another (N. J. 3331). Other products contained lead acetate or am- 
moniated mercury. The charges made by the government with respect 
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to these products were that they were not harmless, since such ma- 
terials contained these poisonous and dangerous ingredients. 


In all four contested cases, the courts decided against the govern- 
ment. Action was brought against a product labeled “Peroxide Cream” 
(N. J. 1194), which was represented as a harmless whitening agent 
for the skin. The government charged that the title suggested the 
presence of peroxide as an important ingredient, whereas there was 
only a very small quantity present. The court ruled: 


If the label on a drug is not false or misleading in any of the particulars 
enjoined or prohibited by section 8, no offense is committed under that section. 
By no possible construction can the terms of the act be extended to such a 
boundless field of inquiry as that involved in the accuracy of the remedial effects 
claimed for a drug. Such an inquiry could be pursued only through the opinions 
of contending experts and the experience of those who had used the article, and 
a conclusive determination could seldom, if ever be reached. 


Relying on the Johnson decision, the court stated that the original 
Act did not hold manufacturers or vendors to criminal responsibilty 
for misstatements of curative effects. Also, this court offered the 
opinion that: 


An advertising circular inclosed with an article inside the carton in which 
it is offered for sale, does not induce the sale or deceive the intending purchaser, 
and is not within the purview of the act. 


These opinions have been modified by subsequent court decisions, 
as well as changes in the law. [The End] 
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for the Third Circuit, the decision in the lower court was affirmed. 
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for use by sufferers from pulmonary diseases, including involvements 
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Several preparations for the treatment of skin diseases claimed they 
were “absolutely harmless”; analysis revealed the presence of sub- 
stantial quantities of strychnine, which would render them dangerous 
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to these products were that they were not harmless, since such ma- 
terials contained these poisonous and dangerous ingredients. 


In all four contested cases, the courts decided against the govern- 
ment. Action was brought against a product labeled “Peroxide Cream” 
(N. J. 1194), which was represented as a harmless whitening agent 
for the skin. The government charged that the title suggested the 
presence of peroxide as an important ingredient, whereas there was 
only a very small quantity present. The court ruled: 


If the label on a drug is not false or misleading in any of the particulars 
enjoined or prohibited by section 8, no offense is committed under that section. 
By no possible construction can the terms of the act be extended to such a 
boundless field of inquiry as that involved in the accuracy of the remedial effects 
claimed for a drug. Such an inquiry could be pursued only through the opinions 
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a conclusive determination could seldom, if ever be reached. 


Relying on the Johnson decision, the court stated that the original 
Act did not hold manufacturers or vendors to criminal responsibilty 
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An advertising circular inclosed with an article inside the carton in which 
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and is not within the purview of the act. 


These opinions have been modified by subsequent court decisions, 
as well as changes in the law. [The End] 


N. J.’s CITED 


. No. 1043: Hipolite Egg Company v. U.S 

. No. 1049: U.S. v. Schuch. 

. No. 1056: U.S. v. 100 Packages Antikamnia Tablets 
. No. 1058: v. Johnson 

. No. 1194: '. v. American Druggists’ Syndicate 

. No. 1642: v. 307 Cases Confectionery 

. No, 1881: t 
. No, 1912 z 
. No. 2436: v. J. L. Hopkins & Company 


U 

U 

U 

U J. L. Hopkins & Company 
U 
U. 

No. 2549: J xington Mill & Elevator Company v. U.S 

U. 
U 
U. 
U 
U 
J 
U. 


. Piso Company 


. No. 3398: t he xington Mill & Elevator Company 
. No, 3868: Antikamnia Chemical Company 

. No. 3869: . Seven Cases of ya Lithia Water 

No, 3871: ». R.C. Boeckel & Company et al 

No. 4032: 40 Barre!s and 20 Kegs of Coca-Cola 

. No. 4055: L U.S 

. No. 4801: . v Cc oca-Cola Company 

No. 4816: Seven Cases of Eckman’s Alterative v. U.S 
. No. 4842: U.S. v. or Brothers Company 

.No. 4980: U.S. v. F. Harvey Company 


“ea ena aa 


Ve 


ZLLALAALLLAALLZLLZAZAAZ 








OD 


'RNAL—JANUARY, 19 


TOU 


= 
co 
< 
-_ 
~) 
= 
& 
ta) 
= 
“ 
yn 
~ 

5 
= 
oO 
~ 
f4 
S 
- 

c 
—~ 

~ 

LS 


‘spoyjoul 
DIZOGOIVULADY J SIIVIG PI} MOTOJ sn] 
‘apEpAd es DP payesaynpy 
‘BUuIy’) WOIs JIOdUH SB pjosay 


(9¢tz “[°N) 
[@tsj01 uo Ayyin3 ‘uns UeIpPUy UOTjes19)npy 
‘apes ul UU O} ULID} jo Buruvs yy 


gu “dd Op] [Nyusey useYysRS 
‘y ‘CEC vonsadst yg 

‘uosaid apAyaplezuag 
J[NyULeY peppe *O*sy Junouy 
‘QaYOD poyeurayeoac] 

"JI}VU 1 UOM Je} 9ORIT 
‘yusIpsisul jolyo UoayH]S) 

Ey yeoay pnyuiey surayesy 
‘suosiod pappt ON 


‘yUapooe <q juasoid aulreI0") 


UOISSNISH(] 


OOO0S-LOOL §,'f 'N 


Aan 


Aan 
Aan 


Ainf 


($£z) s3niq (Zz) 


poeusnjos jar r) 


Ainf 
Ain 


peyinbor yano>) 
"ysng Ainf 
Ainf{ 
6-u 
uoIsiIa(] 


(soz) spoog (1) 


jeu iL 


Puy Ad 
tO 44td 
[iQ Bisse-) 
J] PuUuOpel [eq 


iV UINUOLUIB IS 


Y pyuBIeseL L 


uayoiq,, BUUaS 
JULIDIA[BOIJIN 


Ol HIOL 
‘Bu Japry 
SyBI IW 
‘Bu ‘duioy Arsayy 


‘Inweap fs 


‘Bu ulels ‘YSIusIe A 
Bu eyojey 
‘Bu AiguoI}IIJUO) 
‘Bu INO] Wjeqeic] 
‘Bu B[O7)-B907) 
‘INWAIC] siayoesy 


OJON dniks epos 


Did JINPOAT 


*S$SBJUO>) FINO) 4O BWIOIING 


OxO6t 
6see 
[PRC 
1602 
0602 


18st 
881 
9621 


OLEP 
660F 
ree’ 
eee 
£67 
Zr9l 
LOSI 
ccrl 
c9zl 
[gol 


[N 





|} UDGMENT 


NOTICES OF 


Sased J9z,e] UI AYN) 


UINIY Wy] Saoesy yysys A193 A 
¢ SUIUMIO} PIqeYy IprpURyaoR ‘auIayey 


‘O18t ‘[ 'N 


pouye yanoy suiaidng sag payupy 


“ples UdYM JI9IIOD aq }snul Pare] 


jUdsaid UNIT aoRly AjUG 
“HOISIDOp wosuUYyO f Hsey 
‘UOISIDApP uOsUYyO s \[NSIY 
pesepsapun aures07) 
‘yy [eulsiui0 Aq pesaA09 jou sutreld 
dynedesay} “ano aussdng sayeig payug 
‘(gog¢ ‘{ "N ‘3 J4n0> 
AWIIAGNS S2zBIS payiuy) epipruejooe “AIG 
UOIUIdO [BDIpIUl "A SPBIUOUTys? 7 


UOISIDOp uoOsuUYyoO f [Hsoy 


{inf 
}4n07) 
Ain 
A ith} 
yano’y 
{anf 
fin 
Ainf 
fanf 
fan 
{anf 
}Ano’) 
Ainf 
Ainf 


yano’) 
}n0*) 
ass04g PION 
Aan 
Aanf 
Aanf 
cain 
}sno0’) 
yin 7) 
jan y ) 


yno’ 
}INno’y 


can 
yino’y 


a}UOy) .'S 

jSa}UO’) - 
‘DS 

}S9}UO') 


so] uc 
soy 


Jnutop 


ysapuoy °'S 
“INUIIC] 
ojo N 


‘u 


“u 
‘u 
“INU 
“3 u 
JnWdc] 
‘au 


}Sa}uUO") 
“S 
“2 


(SOs) suonesedeig fue s}jonpoig 3niq (¢) 





‘uIneyy noqqy 
1Ipuo MA SBxI 7 
JaSe|q 99g 
sos0ydoryyy 

[PS -O4194 -[!1S 

ny gq-O 
MOSTIVE JV 

ulyeg uosyoel 
rumnoyy 
apiseumnoayy 

z[jesg uly-peg 
Jaye AM winiywy] oyeyng 
eyoepeoaH uaspod 
aqosINy_ wWepey 


PAIRIIYY S,URUIYIT 
[eoseg jous9,7 
ayoepeapy UeUIIII 
um) uisdag 

ysno’) Osig 

Bniq, suasydays “iq 
MUO T uUos[ey 
JayE AM [soupy 
yBNoy SUTeN LEAMA 
ysseyey [PH 
ewyysy JayoON]T AC 


i90ue’) uosuyol 
RiuWeEynuy 


oyd[ns-orpey 
IUIPIXO) 


Cet 
OPS 
Of RP 
PesRt 
LzSt 
LOE 
O61F 
Pr Ir 
Cllr 
£Z6£ 
Z96£ 
698E 
vere 
Poor 


C662 
PERT 
OSs 

6fé6l 
zi6l 
1681 
LOSI 
261 
Z6ll 
zit 
ZLZ01 


SSOl 
9S0I 


6rol 
ceol 





JoalIINUWep ANnuUleac 
@1INZlas Ss 
{y1nF you yu 


Ay 
IADPUAPUOI OJOU—O]ON 
suo} Be lAaIqggYy 
8C ; 6001 [eIOL 
0 SIeUIsO’y) (+ ) 
6l ys (yc suoneiedaig pue sjonpolid Snic] (¢) 


S s3niq{ (Z) 


t - Spoof (1) 


juppurfagy juauius2205 


JANUARY, 1956 


jJ1p4s42 A pajsajuoy Aaquinyy 1Dj0 


JOURNAL- 


Arewwmng 


LAW 


b P hHIOL 


inoy sayuoy oS Weal) [BIWAIEO 
INO) “INU JUDUTJUIC) BINdIyN) 


Jano O1ON HO wUye 
“UOISIDOp uMOSsSUYLO f Hsoy iho’) “INU,” | UuIBOt") ap lxolod 


(pZ) SoncuIsoy (ph) 


& 
& 
= 
£ 
Y 
i-'4 
x 
- 
= 


rt ol ne [PIO], 
aurydi0ul poureyuoo -SSa[Usey pour) NyIaje) VUUlOG RYxOt 
‘uMayy Ape ZORt 
ISIUOD *'§ Std SWRHTM = 6P8t 
‘Su [lO S3PIPM Ad OFRt 

ou 
UOISSNISIC] MOISTIA(] DI} 


JINPOA ] [N 
penunuoj—(c0s) Suoneiredsig pue sjonpolg 3niq (¢) 


Penuyuoy—QOOS-LOOL S,°f "N *S#S®4#U0D JNED jo eWIOINO 





GEORGE P. LARRICK REVIEWS 


The Achievements of 50 Years 


This Is the Text of the Author's Speech Before the Association of Food and 
Drug Officials of the United States, Opening the Celebration of 50 Years 
of Federal Food, Drug and Cosmetic Law, at Washington, D. C., January 11 


M R. CHAIRMAN: 

I am glad to have this opportunity to express our appreciation of 
the recognition which you are giving to the importance of the pure 
food and drug laws to the welfare of American consumers. It becomes 
apparent, too, that the industry representatives here have embraced 
the philosophy that the protection of the consumer is of the utmost 
importance and that what is good for him is good for honest business. 


The program which has been outlined today is indeed stimulating. 
It is good to know that recognition will be given to the “father of the 
pure food law,” Dr. Harvey W. Wiley, and such of his distinguished 
successors as Walter G. Campbell, Dr. Paul B. Dunbar, and Charles 
W. Crawford. Unquestionably, this commemorative year and the various 
occasions where the fiftieth anniversary will be celebrated will further 
improve government-industry relations and will renew consumers’ 
interest in the law and what it stands for. 


I certainly do not wish in any way to depreciate the splendid 
achievements in public and industry relations which will result from 
these celebrations. It would be unrealistic, however, to believe that 
the celebration of this anniversary is an end in itself. As we review 
the achievements of the last 50 years in the production of foods, 
drugs, and cosmetics in this country, as we visualize the industrial 
revolution that accompanied the transition of the preparation of food- 
stuffs from the household kitchen to the factory, as we recall the 
tremendous changes and advances that have occurred in the drug 
field—the transition, for example, from the doses of castor oil and an 
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herb tonic for some vague ailment to the very specific therapy for 
many serious diseases today—we realize the progress that has been 
achieved. The food and drug law is entitled to be credited for its part 
in these scientific advances. 


The Food and Drug Administration of today stands at a cross- 


roads. The technological developments of the last decade, the growth 
in our population, the large increase in the number of food items, the 
complex processes involved in their preparation, the discovery of 
many new and potent drugs, and the repeated amendment of the law 
have multiplied the task of the FDA manyfold. 


3ecause of these developments, the Secretary of the Department 
of Health, Education, and Welfare last year appointed a committee 
of truly distinguished citizens to study the responsibilities of the 
Food and Drug Administration as contrasted with its facilities. This 
committee was comprised of the chairman, a vice president of General 
Mills, Inc.; a former chairman of the board of Standard Oil Company 
of New Jersey; the president of the American Home Economics Asso- 
ciation ; a professor of medicine at the University of Illinois; the presi- 
dent of The Food Law Institute; the vice president of Hoffmann- 
LaRoche, Inc.; the director of the School of Nutrition of Cornell Uni- 
versity ; the president of the Glass Bottle Blowers Union, American 
Federation of Labor; the executive director of the General Federation 
of Women’s Clubs; the dean of pharmacy of the University of Colo- 
rado; the vice president of H. J. Heinz Company ; the president of the 
American Home Products Company; a judge of the United States 
District Court for the Western District of Wisconsin; and the presi- 
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dent of Chanel, Inc. There can be no question but that this was a 
particularly skilled committee—citizens who acted with no axe to 
grind, but who brought the interests and viewpoints of manufacturers, 
jurists, consumers and others to bear on the problem. 


Law Has Kept up to Date, But What of Enforcement Facilities? 

By and large, the law which is administered by the Food and 
Drug Administration has kept abreast of the changing technology 
in this country. This citizens committee’s report points out, however, 
that the facilities for enforcement have lagged far behind. The labora- 
tories in Washington and in the field are old and outmoded and the 
personnel is far too small. As a matter of fact, the citizens committee, 
among some 100 specific recommendations, pointed to the need for a 
threefold to fourfold increase in facilities within the next five to ten 
years. It pointed to the urgent need for a modern laboratory and 
administrative office building in downtown Washington. 


Mr. Holeman has proposed that we observe this anniversary not 
by merely reviewing historical events and reminiscing nostalgically 
over some of the pleasantries of the “good old days”; not by merely 
eulogizing our predecessors, illustrious though some of them undis 
putably were; and certainly not by rekindling old controversies. Mr. 
Holeman has proposed that the anniversary be made an occasion for 
looking ahead, and then for appraising the events and the experiences 
of the past in terms of how we may apply them to the better shaping 
of the future to accomplish the end sought by the laws being com- 
memorated. Mr. Holeman’s idea, tied in to the theme “50 years of 
progress,’ makes this anniversary a dynamic thing, an incident in a 
continuing, living moment. The spirit of this occasion has been 
appropriately embodied in a resolution adopted by the Association of 
Food and Drug Officials of the United States, setting forth the objec- 
tives of the anniversary program. These objectives are, and I para- 
phrase them to some extent: (1) to further public understanding of 
food and drug laws, federal, state and local, (2) to inform the public 
of the benefits, to both industry and consumers, from these laws, 
(3) to give public recognition to our industries which have cooperated 
in making our foods, drugs and cosmetics the best in the world and (4) 
through public education to further strengthen the effectiveness of 
our food, drug and cosmetic laws at all levels of government, to insure 
maintenance of the existing high standards in the regulated products. 
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It is to me extremely significant, and personally most gratifying, 
that the industries represented here today in this anniversary inaugural 
—the industries regulated by these laws—have dedicated themselves 
to these principles. The fact that these very anniversary plans are 
being formulated and carried out with such energy and effectiveness 
by these industry committees, in accordance with the policy guidelines 
laid down in the resolution I have just read to you, is of itself of 
historic significance. Certainly this state of affairs can only be 
regarded as an “extra dividend” to the consuming public, which is 
the ultimate beneficiary of the laws for which Dr. Wiley labored 
so long. 

Now, in our attempt to look ahead, we can see some of the events 
and trends of the future already shaping up in our scientific labora- 
tories. We are sure that for the next decade or two, at least, there 
will be a continuing need for a sort of “balance wheel” in our clock- 
work of society, as science moves out of the laboratory and into com- 
merce with its fantastic new discoveries. 


New Proposed Agents for Drug Use 


to Increase Evaluation Burden 


On the medical horizon are new agents proposed for drug use 
which will eventually have to be evaluated as to their safety and 
legality under the law. Some of these new agents will have the power 
to affect growth and reproductive processes, mental and personality 
factors, and perhaps will have an effect on our unborn generations. 
Some of the possible effects are almost frightening to contemplate, 
and yet therein may lie the secret of control of some of our most 
dreaded diseases. Based upon scientific victories already attained, we 
are certainly justified in predicting more effective treatments for such 
ailments as cancer, arthritis, and the common cold. But we can also 
predict that other diseases, which may now be of minor importance, 
will afflict more people than they do today. There will be no lessen- 
ing in the search for new therapeutic agents. Likewise, the need for 
regulation to assure the safety and effectiveness of drugs will increase 
rather than decline. 

In the food field, a trend which has been steadily growing for half 
a century is now zooming into high. I am speaking, of course, about 
the trend to precooked, packaged, ready-to-eat foods. The number 
of such products is multiplying more rapidly than ever. Recently, 
Mr. Paul S. Willis of the Grocery Manufacturers of America pointed 
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out that about one third of grocery sales today involve items that did 
not exist ten years ago, and that about one half of the items now being 
sold have been introduced since 1929. One has only to look around in 
the average supermarket to see that even now it is possible to live 
without cooking—and I do not mean we will all eat in restaurants, 
although that trend, too, is growing. 


3ased upon our observations I can predict that the housewife 
of the future will practice the art of cooking only occasionally, as a 
hobby. The homemaker will have more time for other family duties 
and for cultural and recreational pursuits. 


What Nutritional Science Means to American People 

Developments in nutritional science combined with those in the 
medical field have already made such contributions to the physique 
of the American people that we can reasonably expect a continuance 
of this long-time trend. The average American today is a larger, 
healthier and more handsome physical specimen than he was a century 
ago. On this basis I predict that our athletic records will not stand 
as they are today, but will continue to be broken by oncoming 
generations. 

Food chemistry which provides the scientific know-how of the 
trend to packaged foods will continue to develop as a major scientific 
field, finding and utilizing new processes and materials which are now 
unknown as foods. Here, again, the need for sound regulation in the 
public interest will increase. Additional steps in processing and new 
ingredients have already multiplied our responsibilities for public 
health and safety. 


Atomic Age May Open Door to New and Better Products 


It is also reasonable to assume that the by-products of the ator 


bomb, associated in the public mind primarily with tremendous 
destructive power, and perhaps to a lesser extent with a source of 
energy for driving machinery, will have practical applications in food 
processing and packaging. There may ultimately open up new fields 
resulting in new and better products and a higher standard of living. 
At the moment, of course, there are still many unanswered questions 
regarding the effect of radiation from these by-products of the atomic 
age on the minute quantities of certain nutrients, some of them perhaps 
still undiscovered, required in our diet to maintain good health. 
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It is not my purpose to make startling predictions, but in looking 
into the future we may well ask ourselves whether the scientific evalua- 
tion of the safety of our drugs and our food additives will keep pace 
with the advances on the side of technology and utility of the new 
products. I wish only to make the point that neither our laws nor 
our problems are static. That is a fact which we cannot ignore. It 


is our responsibility to the future. 


Citizens Committee Report a Blueprint for Future 

[ am glad to say that much thought has already been given to 
the future. The most comprehensive study ever made of the adequacy 
of food and drug law enforcement in this country has been provided 
to us by the citizens committee. What the report of this committee 
has done in the field of federal law enforcement should be repeated 
in the field of our state food and drug laws, which obviously need to 
be strengthened and better enforced.in many of our states. 

I can say with assurance that we now have a blueprint for the 
future of federal activities in this area that may well chart our course 
for the next quarter of a century. If you have not studied the report 
of the citizens committee I recommend that you do so. 

Now, on behalf of the Food and Drug Administration, I want to 
thank the members of the Washington Food Group for making this 
inaugural luncheon possible, and all of the members of the industry 
committees working under the direction of Mr. Holeman and the 
Association of Food and Drug Officials of the United States, for the 
tremendous amount of effort that has gone into planning this anni- 
versary program. I know this program is going to be a success, and 
that both industry and consumers will profit from it, just as they have 
profited from the basic laws we are commemorating. [The End] 


¢ FDA REPORT OF SEIZURES AND REMOVALS—1955 ° 


The Food and Drug Administration seized 800 food shipments in 
the calendar year 1955, and removed 3,966 tons of unfit or misbranded 
food from the market, Commissioner George P. Larrick reported on 
December 30, 1955. 

“While in the aggregate this constitutes a large volume, it is an 
extremely small percentage of the country’s food supply,” the Com- 
missioner said. “Total annual consumption is about 125 million tons. 
Less than one pound of every 30,000 was seized by Federal agents. As 
a whole the food industry is supplying this country with the highest 
quality food in our history.” 

The year’s record was about the same as in 1954, when 814 food 
shipments were seized and 3,934 tons of food removed from the market. 





Foods for Special Dietary Uses 
Under the Federal Law 


By RALPH F. KNEELAND, JR. 


The Author, an Assistant to the Commissioner of Food and Drugs, Was a 
Speaker at the Annual Convention of the National Institutional Whole- 
sale Grocers Associotion, Held at Atlantic City, New Jersey, January 11 


AY I FIRST EXPRESS, on behalf of both myself and Com- 

missioner Larrick, our appreciation of this opportunity to meet 
with your association to discuss some matters which are of mutual 
interest. When your chief counsel, Mr. Forbes, suggested the topic 
“special dietary foods” Mr. Larrick asked that I take on the assign- 
ment since I have been more or less closely associated with this phase 
of the Food and Drug Administration’s work since 1939. 


At that time, the marketing of special dietary products was con- 
fined largely to so-called “health-food stores.” Many of the products 
then distributed were designed to meet the whims and fancies of food 
faddists which had been cultured by the unscientific teachings of 
nutritional quacks. There were, of course, a few bona-fide foods for 
special dietary uses intended for diabetics and others having special 
dietary needs. These, however, were few in number and were gen- 
erally characterized by a tastelessness or lack of palatability which 
discouraged their purchase and use by others than those having a 


genuine need for them. 


The situation today stands in marked contrast to that existing in 
1939 and 1940. Particularly within the last two or three years, the 
variety and volume of foods for special dietary uses being marketed 
have increased tremendously. Some of this increase is undeniably 
justified by our increased knowledge of nutrition and a greater appre- 
ciation of its relationship to the prevention and treatment of disease. 
Some justification may also be found in the continuing increasing 
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reliance that housewives and public eating places and other institutions 
place upon commercially prepared products to supply their food needs. 
On the other hand, one may question from a scientific basis the justifi- 
cation for much of this increase in the variety and volume of foods 
for special dietary uses which are now being offered to the public. 


As many of you know, this year will mark the fiftieth anniversary 
of the enactment of the first Federal Food and Drugs Act, so vigor- 
ously fought for by Dr. Harvey W. Wiley. It would be ridiculous 
to compare the conditions prevailing today in the production and 
marketing of foods with those which motivated Dr. Wiley’s fight for 
a strong federal food law. Yet in certain details—such as the substitu 
tion of nonnutritive sweeteners, gums and other fillers for nutritive 
substances in foods for special dietary uses without proper safeguards 
—there does exist at least a remote similarity. 


Prior to the enactment of the Federal Food, Drug, and Cosmetic 
Act in 1938, no special recognition was given in the food and drug law 
to foods having special nutritional properties, or which might be of 
value in the dietary management or treatment of disease. When the 
present law was under legislative consideration there had been only 


a relatively limited use of the available basic scientific nutritional 


knowledge in the commercial preparation of foods. Public interest in 
vitamins had begun in only a very limited way. Congress, however, in 
anticipation of the developments to come, gave special consideration 
to products having special dietary uses by enacting Section 403(j) of 
the Act. This section provides that a food shall be deemed to be 
misbranded : 

If it purports to be or is represented for special dietary uses, unless its 
label bears such information concerning its vitamin, mineral, and other dietary 
properties as the Secretary determines to be, and by regulations prescribes as, 
secessary in order fully to inform purchasers as to its value for such uses 

After lengthy public hearings, regulations under Section 403(j) 
of the Act were promulgated and published in the Federal Register of 
November 22, 1941. These regulations deal specifically with label 
statements relating to vitamins, minerals, infant foods, foods used in 
control of body weight or in dietary management with respect to 
disease, to nonnutritive constituents and to hyperallergenic foods. 
These regulations were recently amended to prescribe specific labeling 
requirements for foods represented as being useful in sodium-restricted 
diets. Later on I shall discuss briefly some of the major provisions 
of these regulations, but I would first like to mention something of 
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the scope and nature of the products which, the Food and Drug Admin- 
istration believes, fall within the definition of a food for special dietary 
use as stated in Section 403(j) of the Act. 


Excerpts from Regulations 

The general interpretive regulations issued under this section in 
part read: 

(a) The term “special dietary uses,” as applied to food for man, means 
particular (as distinguished from general) uses of food, as follows 

(1) Uses for supplying particular dietary needs which exist by reason of a 
physical, physiological, pathological or other condition, including but not limited 
to the conditions of disease, convalescence, pregnancy, lactation, allergic hyper- 
sensitivity to food, underweight, and overweight 


Articles specially designed for use in diabetic, low-sodium, and 
other types of diets used in the management of disease, and those 
intended to help supply the increased nutritional requirements of 
pregnant and lactating women are covered by this section, as are foods 


specially designed for use in the control of body weight. 


A second definition reads: 

(2) Uses for supplying particular dietary needs which exist by reason of age, 
including but not limited to the ages of infancy and childhood. 

Canned baby foods, modified milks for infant feeding, and the 
more recently developed specially prepared canned foods for the aged 
are illustrative of the type of products encompassed by this definition 


A third definition reads: 

(3) Uses for supplementing or fortifying the ordinary or usual diet with 
any vitamin, mineral, or other dietary property. Any such particular use of 
food is a special dietary use, regardless of whether such food also purports to be 
or is represented for general use. 

Enriched bread, oleomargarine with added vitamin A and evapo 
rated or fluid milk with increased vitamin D content, as well as numer 
ous vitamin, mineral, and other types of dietary supplements, fall under 
this definition. 

Special Dietary Products Categorized 

Foods for special dietary uses may also be divided roughly into 
two general categories: The first includes those intended to supple- 
ment an individual’s diet with essential—or possibly essential—nutri 
ents and the second includes those which are intended for use to meet 
the particular dietary needs of individuals who, because of some 
departure from health, may require some type of dietary restriction. 
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The first group of products is generally characterized by an increased 
concentration of necessary nutritional factors, the second group by 
the omission or limitation of one or more nutritional factors, such as 
carbohydrate for the diabetic or sodium for individuals who are 
required to restrict their sodium intake. 


Returning now to some of the labeling regulations issued under 
Section 403(j), I wish to mention first a regulation dealing with “gen- 
eral label statement” on a food for special dietary uses. This regula- 
tion requires that the label bear a statement of the dietary properties 
upon which special dietary use is based in whole or in part. The 
statement shall show the presence or absence of any substance, any 
alteration of the quantity or character of any constituent, and any 
other dietary property of the food upon which special dietary use 
is based. 

In the case of a product in which an artificial nonnutritive sweetener 
has been substituted for a nutritive sweetener, the artificial non- 
nutritive character of the sweetener and the omission of the usual 
nutritive sweetener are the special dietary properties of the product. 
In the case of a product intended for use in low-sodium diets, the 
reduced sodium content accomplished by the omission of salt or by 
other appropriate means is the special dietary property of the product. 


The term “dietetic” has been frequently used to identify a food 
for special dietary use. It, however, provides no particular informa- 
tion about the special dietary properties of the product to which it is 
applied. Its use alone does not satisfy the requirement for a general 
statement of special dietary properties. In many instances this re- 
quirement of the regulations can be met by combining the statement 
of special dietary properties with the name of the article. This has 
the dual advantage of a designation which will distinguish the product 
from its counterpart intended for general use and, likewise, assure 
conspicuousness of label information required by the special dietary 
food regulations. In addition to a statement of special dietary prop- 
erties of an article, the regulation describes the manner in which the 
quantities of various nutritional factors shall be stated on the label. 
They shall be declared in terms which the ordinary consumer is likely 
to find most useful. 

The lack of general knowledge on the part of the public of the 


meaning and significance of vitamin declarations in terms of various 
biological units or mineral content in terms of metric units resulted 
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in the establishment of minimum daily requirements for a number of 
vitamins and minerals as a part of the regulations. These provide a 
basis for declaring the quantities of such substances in foods for 
special dietary uses in terms of some percentage or proportion of the 
minimum daily requirement. , 


Similarly, other quantitative types of information are required 
on foods for special dietary uses depending upon their particular pur- 
poses, such as the percentage by weight of protein, fat and available 
carbohydrates, and the number of available calories. 


In some instances, some of the required information may not be 
particularly informative to the public generally. However, it should 
be remembered that in such instances it is intended to inform those 
who have special dietary needs. The individual who is placed on a 
sodium-restricted diet by his doctor may be instructed to limit his 
intake of sodium to a special desired number of milligrams per day. 
From a declaration of the number of milligrams of sodium per cup, or 
some other common household unit, he can intelligently utilize the 
label information in planning his diet. Similarly, the individual placed 
on a restricted caloric intake will find useful a declaration of the total 
available calories in a particular food. 


We believe that the required label declarations are essential and 
informative to those who have a genuine special dietary need. Those 
who market products of this kind have an important obligation to 
provided accurate label information concerning the dietary properties 
of these products. 

The rapid increase in the variety and volume of these special 
foods, which we mentioned earlier, is a matter of real concern to both 
federal and state food-control officials. In many instances, these newer 
products are intended to be used as substitutes for common food 
items and are frequently made in semblance or imitation of standard- 
ized foods or of other foods of well-known composition. 


Insofar as the vast majority of the public who have no special 
dietary needs is concerned, valuable nutritional properties in certain 


special dietary foods have been omitted or adversely altered. This 


development has raised important legal questions, as well as basic 
problems, from nutritional and medical standpoints. Many of these 
problems as yet are unresolved. Obviously, the special dietary needs 
of certain segments of our population cannot justify a debasement or 
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substantial alteration of the nature of our general food supply. This 
is a problem which warrants the attention of all who are concerned 
with the production, distribution and regulation of our food products. 


Illustration of Problems Which May Arise 


The development of artificially sweetened canned fruits is illus- 
trative of some of the phases of this problem. The Food and Drug 
Administration has taken the position that such articles are in conflict 
with the standards for canned fruits issued under the law. In accord 
with a policy established some years ago, permits to make experimental 
shipments of foods deviating from standards were issued covering 
certain artificially sweetened canned fruits because it was considered 
that there was sufficient uncertainty as to whether such products would 
promote honesty and fair dealing in the interest of consumers to 
warrant temporary exemption from the application of the standards 
to these products, pending the development of further information. 


The Food and Drug Administration requested the advice of the 
Food and Nutrition Board of the National Research Council on the 
broad question of the use of artificial sweeteners in foods and, spe- 


cifically, on such use in canned fruits. Many of you have perhaps 
seen the report which was made to the Administration by the food 


and nutrition board on these questions. I shall not attempt to discuss 
this report in any detail. There are, however, a few portions of tt 


which I believe are worth mentioning at this time. 


The food and nutrition board summarized the scope of its inquiry 
as follows: 

The ad hoc Policy Committee on Artificial Sweeteners was named to 
examine the reasons for the expanding use of artificial sweeteners, to consider 
the magnitude of their present and expected use, to evaluate the nutritional 
and public health aspects of the widespread consumption of artificially sweetened 
foods, and, finally, to recommend a policy with respect to these non-nutritive 
sweeteners that is based on the principles published by the Food Protection Com- 
mittee of the Food and Nutrition Board and that has due regard for the Board’s 
concept of sound nutritional practice. 


Further on in the report appears the following: 


The Committee has sought an answer first to the question, “What would 
be the effect on nutrition and public health of the replacement of part or of all of 
the dietary sugars by an amount of a safe non-nutritive sweetener, such as sac- 
charin, equivalent in sweetness to the sugars replaced?” One must face the fact 
that there is a divergence of opinion on this question. 
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The report then discusses these divergences of viewpoints, and 
later on states: 

Regardless of viewpoint, the fact remains that sugar is a source of energy 
whereas saccharin is not. There is no clear justification for the use of artificial 
sweeteners by the general public as a weight reducing procedure, even though 
the benefit of sweet-tasting food is recognized as a psychological “lift” in many 
individuals and even though the substitution of a non-nutritive sweetener for 
sugars does decrease the caloric content of the foods in question. It is emphasized 
strongly that the availability and consumption of artificially sweetened foodstuffs 
have no direct influence on body weight nor are the foodstuffs in question of any 
importance in weight reducing programs except as they are used in feeding regimens 
in which there are supervision and control of the total caloric intake 


The board then states: 


Necessary restrictions and precautions governing the preparation and dis- 
tribution of artificially sweetened “special purpose” foods, as follows, should be 
formulated by the promulgation of definitions and standards of identity, by the 
application of Section 403(j) of the Federal Food, Drug, and Cosmetic Act or by 
additional regulations, as may be required: 

a. Designation as “Dietetic (name of food).” 

b. Labeling that shows clearly the presence and amount of the artificial 
sweetening agent. 

c. Inclusion of an appropriate proximate analysis on the label 

d. Inclusion of the statement on the label that the food should be used only 
by those who must restrict their intake of sugar 

e. Segregation of “dietetic foods” in places of distribution 

f. Limitation of coutainer size as a means of minimizing the misrepresented 
use of artificially sweetened foods in public eating places 
Prohibition of sweetening of foods in part with added nutritive sweeteners 


4 


and in part with added non-nutritive sweeteners. 


You will appreciate, of course, that the report of the food and 
nutrition board to the Food and Drug Administration is advisory only 
It does, however, represent the views of outstanding authorities. It 


is, therefore, a very important factor in the development of our policies 


and regulatory activities in this field. 


Views and Policies Summarized 


In concluding this discussion, I would like to summarize briefly 
our over-all views and policies with respect to foods for special 
dietary uses. 

Foods for special dietary uses represent a small but important 
part of our commercially prepared food supply. Their composition 
and dietary properties should be upon a sound nutritional and medical 
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basis. The importance of these products to those who have a genuine 
need for them demand that their composition be carefully controlled 
and their special dietary properties accurately stated on the label. The 
labeling, methods of distribution and sale, advertising and other pro- 
motion to the public should be devised so as clearly to identify these 
products as special items and to distinguish them from conventional 
foods. Segregation in storage and on retail display may be very 
important in preventing confusion and deception in the sale of special 
dietary foods which are similar to common foods. 


The Food and Drug Administration will continue, to the extent 
authorized by the federal Act, to adopt policies and interpretations of 
the law which will recognize products of genuine special dietary merit. 
It will not, however, recognize the labeling of a product as a food for 
special dietary use as a means for it to escape basic adulteration or 


misbranding provisions of the law. 


Food and Nutrition Board's Policy Statement 


Several years ago, the Food and Nutrition Board of the National 
Research Council adopted the following policy with respect to special 
dietary foods, which seems worthy of being kept in mind in consider- 
ing these products: 

The desirability of meeting the nutritional needs of the people by the use 
of natural foods as far as practicable is emphasized, and to that end education in 
the proper choice and preparation of foods and the betterment of food production, 
processing, storage and distribution so as to provide more fully the essential 
nutrients native thereto are to be encouraged. 


Factual and informative, but not exaggerated, label statements on 
all foods would be helpful in promoting the objective of better nutri- 
tion. Such labeling on foods for special dietary uses is even more 


important and, in addition, is made mandatory by the terms of the 


federal Act. 


The situation, in what I understand is good military parlance, at 
the moment is still fluid. There are a number of important questions 
which must be answered before the legality of many of these newer 


products and their real value to the public can be resolved. 
[The End] 
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